§173.368

(2) The label or labeling of the food
additive container shall bear adequate
directions for use.

§173.368

Ozone (CAS Reg. No. 10028-15-6) may
be safely used in the treatment, stor-
age, and processing of foods, including
meat and poultry (unless such use is
precluded by standards of identity in 9
CFR part 319), in accordance with the
following prescribed conditions:

(a) The additive is an unstable, color-
less gas with a pungent, characteristic
odor, which occurs freely in nature. It
is produced commercially by passing
electrical discharges or ionizing radi-
ation through air or oxygen.

(b) The additive is used as an anti-
microbial agent as defined in
§170.3(0)(2) of this chapter.

(c) The additive meets the specifica-
tions for ozone in the Food Chemicals
Codex, 4th ed. (1996), p. 277, which is in-
corporated by reference. The Director
of the Office of the Federal Register
approves this incorporation by ref-
erence in accordance with 5 U.S.C.
562(a) and 1 CFR part 51. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20055, or may be exam-
ined at the Office of Premarket Ap-
proval (HFS-200), Center for Food Safe-
ty and Applied Nutrition, Food and
Drug Administration, 200 C St. SW.,
Washington, DC, and the Office of the
Federal Register, 800 North Capitol St.
NW., suite 700, Washington, DC.

(d) The additive is used in contact
with food, including meat and poultry
(unless such use is precluded by stand-
ards of identity in 9 CFR part 319 or 9
CFR part 381, subpart P), in the gas-
eous or aqueous phase in accordance
with current industry standards of
good manufacturing practice.

(e) When used on raw agricultural
commodities, the use is consistent with
section 201(q)(1)(B)(i) of the Federal
Food, Drug, and Cosmetic Act (the act)
and not applied for use under section
201 ()M)BYOD),  (@OH@BdBHAD,  or
()(Q)(B)(A)(III) of the act.

[66 FR 33830, June 26, 2001; 67 FR 271, Jan. 3,
2002]

Ozone.
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§173.370 Peroxyacids.

Peroxyacids may be safely used in ac-
cordance with the following prescribed
conditions:

(a) The additive is a mixture of per-
oxyacetic acid, octanoic acid, acetic
acid, hydrogen peroxide,
peroxyoctanoic acid, and 1-
hydroxyethylidene-1,1-diphosphonic
acid.

(b)(1) The additive is used as an anti-
microbial agent on red meat carcasses
in accordance with current industry
practice where the maximum con-
centration of peroxyacids is 220 parts
per million (ppm) as peroxyacetic acid,
and the maximum concentration of hy-
drogen peroxide is 75 ppm.

(2) The additive is used as an anti-
microbial agent on poultry carcasses,
poultry parts, and organs in accord-
ance with current industry standards
of good manufacturing practice (unless
precluded by the U.S. Department of
Agriculture’s standards of identity in 9
CFR part 381, subpart P) where the
maximum concentration of
peroxyacids is 220 parts per million
(ppm) as peroxyacetic acid, the max-
imum concentration of hydrogen per-
oxide is 110 ppm, and the maximum
concentration of 1-hydroxyethylidene-
1,1-diphosphonic acid (HEDP) is 13 ppm.

(c) The concentrations of peroxyacids
and hydrogen peroxide in the additive
are determined by a method entitled
‘“‘Hydrogen Peroxide and Peracid (as
Peracetic Acid) Content,” July 26, 2000,
developed by Ecolab, Inc., St. Paul,
MN, which is incorporated by ref-
erence. The concentration of 1-
hydroxyethylidene-1,1-diphosphonic
acid is determined by a method enti-
tled “Determination of 1-
hydroxyethylidene-1,1-diphosphonic
acid (HEDP) Peroxyacid/Peroxide-Con-
taining Solutions,” August 21, 2001, de-
veloped by Ecolab, Inc., St. Paul, MN,
which is incorporated by reference. The
Director of the Office of the Federal
Register approves these incorporations
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. You
may obtain copies of these methods
from the Division of Petition Review,
Center for Food Safety and Applied Nu-
trition, Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740, or you may examine a copy

140



Food and Drug Administration, HHS

at the Center for Food Safety and Ap-
plied Nutrition’s Library, 200 C St.
SW., Washington, DC, or at the Office
of the Federal Register, 800 North Cap-
itol St. NW., suite 700, Washington, DC.

[66 FR 70660, Nov. 27, 2000, as amended at 66
FR 48208, Sept. 19, 2001]

§173.385 Sodium methyl sulfate.

Sodium methyl sulfate may be
present in pectin in accordance with
the following conditions.

(a) It is present as the result of
methylation of pectin by sulfuric acid
and methyl alcohol and subsequent
treatment with sodium bicarbonate.

(b) It does not exceed 0.1 percent by
weight of the pectin.

§173.395 Trifluoromethane
acid.

Trifluoromethane sulfonic acid has
the empirical formula CF3SO3H (CAS
Reg. No. 1493-13-6). The catalyst
(Trifluoromethane sulfonic acid) may
safely be used in the production of
cocoa butter substitute from palm oil
(1-palmitoyl-2-oleoyl-3-stearin) (see
§184.1259 of this chapter) in accordance
with the following conditions:

(a) The catalyst meets the following
specifications:

sulfonic

Appearance, Clear liquid.

Color, Colorless to amber.

Neutralization equivalent, 147-151.

Water, 1 percent maximum.

Fluoride ion, 0.03 percent maximum.

Heavy metals (as Pb), 30 parts per million
maximum.

Arsenic (as As), 3 parts per million max-
imum.

(b) It is used at levels not to exceed
0.2 percent of the reaction mixture to
catalyze the directed esterification.

(c) The esterification reaction is
quenched with steam and water and
the catalyst is removed with the aque-
ous phase. Final traces of catalyst are
removed by washing batches of the
product three times with an aqueous
solution of 0.5 percent sodium bicar-
bonate.

(d) No residual catalyst may remain
in the product at a detection limit of
0.2 part per million fluoride as deter-
mined by the method described in “‘Of-
ficial Methods of Analysis of the Asso-
ciation of Official Analytical Chem-
ists,” sections 25.049-25.055, 13th Ed.

§173.400

(1980), which is incorporated by ref-
erence. Copies may be obtained from
the Association of Official Analytical
Chemists International, 481 North
Frederick Ave., suite 500, Gaithersburg,
MD 20877-2504, or may be examined at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC 20408.

[43 FR 54237, Nov. 11, 1978, as amended at 49
FR 10106, Mar. 19, 1984; 54 FR 24897, June 12,
1989]

§173.400 Dimethyldialkylammonium
chloride.

Dimethyldialkylammonium chloride
may be safely used in food in accord-
ance with the following prescribed con-
ditions:

(a) The food additive is produced by
one of the following methods:

(1) Ammonolysis of natural tallow
fatty acids to form amines that are
subsequently reacted with methyl chlo-
ride to form the quaternary ammonium
compounds consisting primarily of
dimethyldioctadecylammonium chlo-
ride and dimethyldihexadecyl-
ammonium chloride. The additive may
contain residues of isopropyl alcohol
not in excess of 18 percent by weight
when used as a processing solvent.

(2) Ammonolysis of natural tallow
fatty acids to form amines that are
then reacted with 2-ethylhexanal, re-
duced, methylated, and subsequently
reacted with methyl chloride to form
the quaternary ammonium compound
known as dimethyl(2-ethylhexyl) hy-
drogenated tallow ammonium chloride
and consisting primarily of dimethyl(2-
ethylhexyl)octadecylammonium chlo-
ride and dimethyl(2-ethyl-
hexyl)hexadecylammonium chloride.

(b) The food additive described in
paragraph (a)(1) of this section con-
tains not more than a total of 2 percent
by weight of free amine and amine hy-
drochloride. The food additive de-
scribed in paragraph (a)(2) of this sec-
tion contains not more than 3 percent
by weight, each, of free amine and
amine hydrochloride as determined by
A.0.C.S. method Te 3a—64, ‘“‘Acid Value
and Free Amine Value of Fatty Quater-
nary Ammonium Chlorides,” 2d print-
ing including additions and revisions
1990, which is incorporated by reference
in accordance with 5 U.S.C. 552(a) and 1
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